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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

AIPTEK
(AIRTEC)

Ait0YI pevoBUHK: canbmeTepon (Y BUINSAAI CalbMeTepoy KCuHagoaTty) i piyTMKa3oHy NporioHar;
1 f103a MiCTUTb Ca/lbMeTepPosy KcnHadhoaTy eKBiBa/IeHTHO casibMeTepony 25 MKr i piyThKa3oHy nponioHaty 50, 125 a6o 250 MKr;
[ONOMI>KHI peyoBuHY: nponeneHT 1,1,1,2-TetpadTopetaH (HFA 134a), nonieTuneHrnikons 1000.

JlikapcbKa thopma. Aepo30sb AN iHransyiin 1030BaHUIA.
OCHOBHI (hi3nKO-XiMiYHi BnacTVBOCTI: 6ina abo maixe 6ina cycreHsis.

dapmakoTepaneBTUYHa rpyna.
ALpeHepriyHi npenapaty Ans iHranauinHoro 3actocyBaHHs. AgpeHeprivHi 3acobm B KOMGiHaUiT 3 iHLWMMK npoTracTMaTuyHnMm 3acobamm. Kog ATX RO3A KO6.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

AIpTeK MICTUTb CanlbMeTepos Ta (hlyTUKA30HY NPOMIoHaT, WO MatoTb Pi3HI MexaHi3mu aii.

CanbmeTepon

CasibMeTepos1 — Lie CeNeKTUBHWIA aroHicT bo-afpeHopeLenTopis Tpusanoi (12 rogunH) Aii, Wo Mae JOBrvii GOKOBUIA NaHLIKOXKOK, NOB’A3aHUI i3 30BHILLIHIM JOMEHOM
peuenTopa.

CabmeTepon 3abesnedye 6inbll Tpusany 6poHxogwnartauito (He meHLe 12 roguH), HiX pekoMeHOoBaHi 403U TpaguLiiHWUX aroHicTiB bo-afpeHopeLenTopis
KOPOTKOI Aii.

Py TMKA30HY NPOMioHaT

®yTMKa30HY NPONioHaT MpW MOro iHranALinHOMY 3aCTOCYBaHHI y peKOMeHL0BaHWX 03aX YAHUTb BUPaXKeHY MIOKOKOPTUKOIAHY NPOTU3ananbHy Aito Y NereHsx,

WO MPU3BOANTL L0 3MEHLUEHHS KNIHIYHUX CUMMTOMIB Ta 4YaCTOTM 3arocTpeHb OpOHXia/IbHOI acTMK 6e3 MosBu MOGIYHMX peakLii, Lo crocTepiratoTbes Npu
CUCTEMHOMY 3aCTOCYBaHHiI KOPTUKOCTEPOIAiB.



mailto:

dapmakoKiHeTVKa.
Mpn KOMGIHOBaHOMY 3aCTOCYBaHHI Ca/lbMeTeposly Ta (P/IyTMKa30HY NPOMIOHATY iHransauinHUM LWNSAXOM (DapMaKOKIHETUKA KOXKHOro KOMMOHEHTA 3a/IULLIAETHCS
TaKolo, fIK NMPW 3aCTOCYBaHHI LX KOMMOHEHTIB OKPeMO, TOMY X (papmMakoKiHeTUKA HaBeeHa OKpemo.

CanbmeTepon
CanbmMeTepos fie MiCLEeBO Y NereHeBili TKaHWHI, TOMY MOro KiflbKiCTb Y Nna3Mi KPOBi He KOPESOE 3 TepaneBTUYHUM epekToM. Kpim Toro, faHi 3 papMakoKiHETUKN

CanbMeTepony 0OMEXeEHi, OCKifIbKM iCHYIOTb TEXHIYHI CKNaAHOLLi BU3HAYEHHS AY>XKe HU3bKUX KOHLIEHTpaLi npenapaty y nnasMi Kposi (npnbnnsHo 200 mr/mn i
MEHLLIE) Nicns Oro iHrafALiHoro 3acToCcyBaHHs y TepaneBTUYHUX f03axX.

Py TUKA30HY NponioHaT

Ab6CoNtoTHA 6i0J0CTYNHICTL (DYTUKA30HY NPOMioHATy MicNa iHranAuwiiHOro BBeAEHHS 340POBUM A06POBO/MbLAM CTAHOBUTL NPUGAN3HO 5-11 % Bif HOMiIHaNbHOT
[031, 3a/1eXHO Bif iHranauiniHoro NPUCTPOLO, L0 BUKOPUCTOBYETLCA. Y XBOPUX Ha GPOHXiaNbHY acTMy CMOCTEpPiratoTbCA HMXKYI PiBHI CUCTEMHOT eKCrOo3nLiT npu
iHranAuiiHoMy 3acTocyBaHHI (hyTMKa3oHY nponioHaTy. CucTeMHa abcopbuisi BiAOyBaeTbCA NEPEBAXKHO Y NEreHsX, CnoyaTKy LWBMAKO, NOTIM CMOBINIbHIOETHCA.
YacTuHa iHranauiHol ao3n Moxke OyTW MPOKOBTHYTA, afe CUCTEMHaA fist 11 MiHIMaibHa BHACNiJOK CnabKol po34MHHOCTI (/IyTMKa30HY MpPonioHaTy y BOAi Ta
IHTEHCMBHOr0 MeTaboni3mMy MepLIoro MPOXOMKeHHA Y nediHui. BiogoCcTynHICTb (PAYyTUKA30HY MPOMNioOHATy NPU AOr0 BCMOKTYBAHHI 3i LLUMYHKOBO-KULLKOBOIO
TpaKTy CTaHOBMTb MeHLUe 1 %. CrnocTepiraeTbCs NiHinHe 36iNbLUEHHS KOHUEHTPaUii 1yTUKa3oHy NponioHaTy Y nna3Mi KPoBi 3i 36iNbLUEHHSM iHFansLiiHoT A03u
npenapaty. PO3MNOBCIOMKEHHS (DNYTUKA30HY MNPOMIOHATY XapaKTepu3yeTbCA BUCOKUM M1a3mMoBUM KiipeHcoM (1150 mn/xB), BeMKMM 06’€MOM po3noginy
(npnbnmsHo 300 n) Ta KiHUEBMM NepiofoM HamniBBMBELEHHS, WO CTaHOBUTbL MpubAn3HO 8 roamH. CTyniHb 3B’A3yBaHHA 3 6ifIkaMy Mia3Mu KPOBi MOPIBHAHO
BUCOKMIN (91 %). DnyTMKa3oHYy MNpoMioHaT LBUAKO BUBOAUTLCA 3i CUCTEMHOI UMPKYNAUiT, TONOBHUM YMHOM LUNAXOM MeTaboniamy [0 HeaKTUBHOIO
KapboKcunbHOro MeTabonity 3a fgornomoroto eHsumy CYP3A4 cuctemn umtoxpomy P450. 13 thekanisMmm BMBOAATLCS iHWI HeigeHTUMiKoBaHi MeTaboniTu.
HupkoBuin KnipeHe (yTUKa3oHY NPOMNiOHATY AYXKe HE3HAUYHWI, MeHLUe 5 % [03W BUBOAMTLCA i3 CeYeto, roI0BHUM YMHOM Y (hopMi MeTaboniTiB. BifbLua YacTuHa
[10311 BUBOAMTLCA 3 theKaniamu y hopMi MeTaboniTiB Ta HE3MIHEHOrO npenapary.

KniHIYHI XapaKTepuUcTnKM.
Noka3aHHA.
MpenapaTr npu3HaveHWid s NikyBaHHA GpPOHXiafbHOT acTMM Yy NauieHTiB, SKMM rOKa3aHa KOMOiIHOBaHa Tepanis (3-afpeHoMiMeTMkamu TpuBanol Ail Ta
IHranauiitHUMM KopTUKOCTepoigamMu, a came:
- y pasi HeoCTaTHLOr0 KOHTPO/IKO 3aXBOPHOBAHHA Ha T/i NOCTINHOI MOHOTEpanii iIHrafALiiHUMU KOPTUKOCTEPOIgaMmn Npu NepioguYHOMY 3acTOCyBaHHI Bo-
afipeHOMiMeTMKa KOPOTKOT AiT;
- Yy pas3i afleKBaTHOro KOHTPO/tO 3aXBOPKOBAHHA Ha T/ Tepanil iHranauiiHuMM KopTUKocTepoigamu i B, -aapeHoOMIMETUKaMU TPUBANOT fi.

MpoTunokasaHHs.
MigBuLLEHA YYTAMBICTb 4O KOMMOHEHTIB Npenapary.

Oco6nmBi 3ax01 6e3neku.
BMicCT KOHTeiHepa 3HaxoamMThbeA Nif, TMCKOM. 3anobirati 6e3nocepeHOMY BMNINBY COHAYHOIO NPOMIHHA. He BUKOPUCTOBYBaTW NO6GM3Y BijKPUTOro BOrHI0. He
MPOKO/OBATHU, HE PO36MpaTy Ta He CNantoBaTy HaBiTb NIiCNA OCTATOYHOr0 BUKOPUCTaHHA. 3arnobiratv nonagaHHIo npenapary B oui.



B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIA.

Uepe3 Hebe3neKy po3BUTKY GpOHXOCNasmy Cif YHUKATW 3aCTOCYBaHHS CENEKTUBHUX | HECeNeKTMBHUX [3-afpeH06/10KaTopiB, 38 BUHATKOM TUX BUMNaAKIB, KOMM
BOHM [y>ke HeoOXifHI NaLieHTOBI.

CyMiCHe 3aCTOCYBaHHS 3 NiKapCbK1MM 3ac06amu, WO MICTATb iHLWI B-afpeHepriyHi npenapaTy, MOXe MaTu NOTEHLiNHWIA aauTUBHUI e(EKT.

CanbmeTepon

MoTy>KHi iHriciTopn CYP3A4

CyMicHe 3acTocyBaHHS KeTOKOHa30/y (400 mMr nepopasibHO 1 pa3 Ha goby) Ta canbmeTepony (50 MKr iHranauiiHo 2 pasu Ha fo6y) y 15 340poBux A06pOBONbLIB
MPOTAroM 7 AHIB CMPUYMHWIO CYTTEBE 30i/bLUEHHSA MNa3MOoBOT ekcro3uuii canbmetepony (y 1,4 pasa Cyax T2 Y 15 pasiB AUC). Lie moxe npu3BoguTtu [o

36i/IbLLIEHHSA BUNAAKIB IHLUNX CUCTEMHUX e(DEKTIB Bif NiKyBaHHA Ca/lbMETEPO/IOM (HanpuKiag, NoAOBXeHHS iHTepBasly QT Ta nocuneHe cepLebuTTs) NOPIBHAHO i3
3aCTOCYBaHHAM Ca/lbMeTeposly abo KeTOKOHAa30/1y caMOCTiHO (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

CyTTeBOro KNiHIYHOMO BNAMBY Ha apTepia/ibHUIA TUCK, YacTOTY CepLEeBUX CKOPOUEHb, PiBEHb IIHOKO3M KPOBI Ta PiBEHb Kasito Y KPOBi BUSIBMEHO He 6yn0. CyMicHe
3aCTOCYBaHHA 3 KETOKOHA30/10M He 36i/1bLUYyBasio Nepioj HariBBMBELEHHSA Ca/lbMeTeposty abo aKyMy/ALito CaflbMeTeposy Npv NOBTOPHOMY [J03YBaHH.
MoeaHAHOro 3acTOCYBaHHS 3 KETOKOHA30/10M C/lif, YHUKATKW, SKLWO0 KOPUCTb Bif 3aCTOCYBaHHA HE MepeBULLYE MOTEHUIAHWIA PU3UK BUHWKHEHHS CUCTEMHUX
NoGIYHNX peakLiid Npu NiKyBaHHI CaJlbMeTepPOsIoOM. ICHYE CXOXMIN PU3MK B3aEMOAIT 3 THLUMMKM MOTYXXHUMU iHri6iTopamu CY P3A4 (iTpakoHa30/, TeNITPOMILVH,
PUTOHaBIP).

MomipHi iHriciTopn CYP3A4

CyMicHe 3acTocyBaHHs epuTpomiymHy (500 Mr nepopanbHo 3 pasu Ha fo6y) Ta canbMeTepony (50 MKr iHransuiiHo 2 pasu Ha fo6y) y 15 340poBMX A0OPOBONbLIB
MPOTAroMm 6 [HIB CNPUYMHWIIO HEBE/IMKE Ta CTATUCTUYHO HECYTTEBE 36iNbLUEHHS M1a3MoBOI ekcnosuuii canbmetepony (y 1,4 pasa Cy Ta B 1,2 paza AUC).

CyMicCHe 3aCTOCYBaHHSA 3 epUTPOMILMHOM He acoL,itoBasIocs 3 BUHMKHEHHAM Oy /b-AKUX NOBIYHUX edeKTiB.

Py TMKa3oHy NponioHaT

Y 3BUYaAHUX CUTYaLifx iHranauii (o1yTMKasoHy NponioHaTy CynpoBOLKYHOTLCA HU3bKMMU KOHLEHTPpaLisMM A0Or0 Y nia3Mmi BHaCNiJOK iIHTEHCUBHOIO MeTaboniamy
npn NepLIOMy NMPOXOPKEHHI Ta BUCOKOI0 CUCTEMHOIO KipeHcy nifg BnaneBoM izogepmeHTy CY P3A4 cuctemun untoxpomy P450 B KMLIEYHUKY | NediHui. 3aBAsaku
LIbOMY KNiHIYHO 3HauYLLi B3aEMOAIT 3 y4acTio (P/1yTUKA30HY MNPONioHaTy MaioiMOBIpHI.

PUTOHaBIp fK BUCOKOAKTMBHWI HriGiTOp (epmeHTy CYP3A4 MOXe BUKIMKATU panToBe MiABWLLEHHS KOHUEHTpauil (hyTMKa3oHy nporioHaTy B Mnasmi,
BHAC/MiJ0K YOro iCTOTHO 3HMKYHTbCA KOHLEHTPAL,IT CMPOBaTKOBOI 0 KOPTU30/1Y.

Takoi iHopMaLlii LWoA0 iHranAaWiiHOro ayTUKa3oHy NPoMNioHaTy HeMae, ane O4iKyeTbCA MOMITHe 36i/bLLUEHHS PIBHSA (yTUKA30HY NPONioHaTy B CUPOBATL,i KPOBI.
CnifilbHe 3aCTOCYBaHHA 3 PUTOHABIPOM CNPUYMHSAE Taki NOBiYHI edeKTy, K CMHAPOM KyLUnHIra Ta NPpUrHivYeHHs HagHMPKOBKMX 3a/103. BpaxoByroun 3a3HaueHe, cnif
YHMKATN OAHOYACHOMO0 3aCTOCYBaHHA (h1yTMKA30HY NPOMiOHATy Ta PUTOHaBIPY, KPIM TUX BUMAAKIB, KON NOTEHLiHA KOPUCTb AN NauieHTa NnepeBuLLye pU3NK
CUCTEMHUX NOBIYHMX e(heKTIB ITHOKOKOPTMKOILIB(r1FOKOKOPTUKOCTEPOIAIB).

3a [aHVMK HEeBe/IMKOro LOCNI[KEHHA Ha 340POBUX LO6POBOMbLAX 3 TPOXU MeHLW MNOoTyXHUM CYP3A iHri6ITOpOM KeTOKOHA30/10M, KCNO3UL s (D1yTUKa30HY
nponioHaty nicns nepLuot iHranayii 36inswysanacs Ha 150 %, Lo CAPUYMHANO BiflbLUe 3MEHLLEHHS PiBHA KOPTU30/Y Y Na3Mi KPOBI MOPIBHAHO i3 3aCTOCYBaHHAM
(hNyTUKa30HY MponioHaTy caMOCTiHO. OYiKyeTbCH, L0 CYMiCHe 3aCTOCYBaHHA 3 iHWMMWU MNOTY)XKHUMW iHri6iTopamn CYP3A, Takumu K iTpakoHason,
KoGiumcTaTBMICHUMM npenapatamn Ta 3 NoMipHUMK iHri6iTopamm CY P3A, TaKUMK K epUTPOMILMH, 30iNbLLINTL CUCTEMHY eKCNo3uLito (yT1Ka3oHy NponioHaTy
Ta PU3NK BUHUKHEHHS CUCTEMHUX MOGIYHUX AilA.

Taknx KomGiHaLii cnif YHUKaTK, KpiM BUNAAKIB, KOMM OYiKyBaHa KOPUCTb NepeBaxkaTMe MOTEeHLiHe MiABULLEHHS PU3MKY PO3BUTKY CUCTEMHMX MOBIYHMX
peakLii KOPTUKOCTEPOIAIB. Y TakuX BUNALKax 3a nalieHTamu c/if crnocrepiratv Ha npeaMeT PO3BUTKY CUCTEMHUX HEOaXXaHUX ABULL,.




MoxifHI KCaHTWHY, TIIOKOKOPTUKOCTEPOIAM Ta AIYPETUKM MiABULLYIOTb PU3MK PO3BUTKY rinoKasiemii (0C06/MBO Y MALiEHTIB i3 3arOCTPEHHAM OPOHXIaIbHOI
acTMu, npu rinokcii). IHriéitopu MoHoaMiHOKCKAA3W | TPUUMKNIYHI aHTUAENPECaHTU 36i/bLUYIOTb PU3MK PO3BMTKY NOGIYHUX eeKTiB 3 60KY cepLeBO-CYANHHOT
cuctemu. CymiCHWI i3 KPOMOT TILYEBOIO KMCOTOHO.

Oco6MBOCTI 3aCTOCYBaHHSA.

AipTeK He € npenapaTtom A/19 YCYHEHHS rOCTPMX CUMMNTOMIB, MPU SKMUX MOTPIGHe 3aCTOCYBaHHSA LUBUAKO- Ta KOPOTKOAIKOUMX BpoHXoamunaTaTopis (Hanpukniag,
canbbyTamony). Cnif nopaguTy NawieHTy 3aBXav Matu npy cobi npenapat 415 NonerweHHs CUMNTOMIB.

He cnig po3noynHaT NikyBaHHSA MaLieHTIB Nif 4Yac 3aroCTPeHHsi 3aXBOPKOBAHHSA, Y pasi CyTTEBOro abo roctporo MoripLeHHs CTaHy XBOPOro Ta nepediry
XBOpPOOU.

[Mig yac NikyBaHHA npenapaTtom MOXYTb BUHMKATU CEPMO3HI acTMO3a/1eXHi MoGIYHI A4iT Ta 3arocTpeHHs. MauieHTam cnif nopaavMTn NPOAOBXKYBATM NiKyBaHHS, ane
3BEPHYTUCA 3a NOPALOK0 [0 NiKaps, AKLLO CUMNTOMM 3a/IMLLAI0TLCA HEKOHTPO1bOBaHUMM ab0 NOripLUYtOTLCA NiCNA NOYaTKY /liKYBaHHS.

36i/IbLLIEHHSA 3aCTOCYBaHHA BPOHXOAMMNATATOPIB KOPOTKOT AiT 415 MONEreHHA CUMMITOMIB 6POHXia/IbHOT aCTMU CBIZYWTL MPO NOTIPLUEHHA KOHTPOJIKO Haj, aCTMOKO
| WO MauieHTy HeobXigHa KOHCY bTauid nikaps. LLIBnake Ta nporpecytoye MoriplieHHs KOHTPOK Haf aCTMOK € MOTEHLINHO XXUTTEBO HEOE3MEUYHNM i NaLieHTy
HeobXifHa HeBiAKNaAHa MeanyHa gonomora. Chif BupiLyBaTyi MUTaHHA NPO 36iMbLUEHHSA [03M KOPTUKOCTEPOIAIB. MauieHT noTpebye 06CTeXEHHS NTiKaps TaKoX Y
BUMAAKY, AKLLO Npu3HayeHa fo3a AipTeky He 3a6e3neyye afjleKBaTHOrO KOHTPOJIKO HaZ CUMMNTOMaMu acTMK.

Mpy JOCATHEHHI KOHTPOAIO 3a CMMNTOMaMU BPOHXiaNbHOT acTMU [03Y NiKapCbKOro 3acoby Chif NocTyrnoBo 3MeHLyBaTW. MMif Yac 3MeHLLEHHS 4031 BRXXMBUM €
PEerynspHuiA KOHTPOb 3a nawieHTom. Cnij 3aCTOCOBYBATU HaliHMKYY eqieKTUBHY A03Y (AMB. po3ain «Cnocib 3acTocyBaHHS Ta [403U»).

JNiKyBaHH#A NpenapaToM He MOXXHa MPUMUHATY ParnToBO Yepe3 MOX/IMBUIA PU3MK 3arOCTPEHHS 3aXBOPHOBaHHS.

AK 1 BCi iHranauiiHi npenapartu, WO MICTATb KOPTMKOCTEpoign, AipTeK cnif 3 06epeXxHICTIO npu3HavaTh nauieHTaM 3 akTMBHOK abo /laTEHTHOK (HOPMOLD
Ty6epKynb03y NereHis, rprbKoOBUMM, BIDYCHUMM Ta IHLUMMU iHEKLISMU AUXanbHUX LWAAXIB. Y TakUX BUMNAAKax Cif HeraiHo posnoyvaTy BignosigHe NiKyBaHHS,
AKLLO Lie HeoOXifHoO.

Mpn 3acTOCYBaHHI BCIX CMMMNATOMIMETUYHKX MpenapaTiB MOXYTb CNOCTepiraTucs CepLeBo-CyAMHHI eDeKTy, Taki AK MigBULLEHHA CUCTOMIYHOrO apTepiasibHOro
TUCKY Ta YaCTOTW CepLeBNX CKOPOUYeHb, OCOBMBO MPK 3aCTOCYBaHHI BUCOKMX [03. TOMy npenapar c/if, 3 06epeXKHiCTHO 3aCTOCOBYBAaTU 415 NiKYBaHHA NawieHTiB
i3 cepueBo-CyAMHHMMU 3aXBOPHOBaHHSMU.

AipTeK npy 3aCTOCYBaHHI Y BUCOKMX TepaneBTUYHUX [03aX MOXE CMPUUMHATU MOPYLUEHHS CEpLEeBOro pUTMy, Hanpukiag CynpaBeHTPUKYNAPHY Taxikapgito,
eKcTpacucTonito abo qibpunayito nepefcepab, Ta Nerke TPaH3UTOPHE 3MeHLLEHHS PiBHSA Kaito y cvMpoBaTli KpoBi. ToMy npenapaT chfif 3acTocoByBaTu 3
06epeXXHICTIO A1 NiKyBaHHA NaLieHTIB i3 CepLeBO-CYAUHHUMM 3aXBOPHOBAHHAMM, NOPYLUEHHSMW PUTMY Cepus, XBOPUX Ha LlyKPOBUI AiabeT, TUPEOTOKCMKO3, i3
HEKOPUrOBaHOHO rinoKasieMieto abo nawieHTIB, CXUIbHUX [0 HU3bKOIO PiBHA Kaslito y CMPOBAaTL,i KPOBI.

ICHYIOTb Ay>Ke PiAKICHI MOBILOMEHHA MPO 36iMbLUEHHSA PIBHA T/IIOKO3M Y KPOBi (AMB. po3fin «lMobiuHi peakuii»), Ue cnif BpaxoByBaTu Npu MpU3HaYeHHI
npenapary XBOPUM Ha LlyKpOBUi1 fiabeT B aHaMHe3I.

$K | Npn 3acTOCyBaHHI IHLWNX IHranAUinHWX npenapaTiB, MOXe ChoCcTepiraTuca napagoKCaibHUA GPOHXOCMAa3M i3 HeraHUM 36iNbLUEHHSM 3a4MLLKKA Nicns
iHranauii. BignosigHe NikyBaHHS MUTTEBUM iHransLinHAM GPOHXOANNATATOPOM KOPOTKOT Al CMif NPOBECTU HeranHo. MNpenapat Heo6XigHO HeramHo BIAMIHWTH,
nauieHTa 06CTeXX1Tu Ta Npu He0bXIAHOCTI MPU3HAYUTI afbTEPHATUBHY Teparito.

3achikcoBaHO NOGIYHI PapMakonorivyHi epekTn NikyBaHHA [(o-aroHicTaMu, Taki fK TPemop, BifyyTTA CepuebuTTd Ta roNoBHWW Gifb, afie BOHW MUHYLLI Ta
3HUXKYHOTBLCS MPY PErynapHOMY NiKyBaHHI (4MB. po3ain «MobiuHI peakuii»).

Mpwy 3acTOCyBaHHI IHraIALinHUX KOPTUKOCTEPOIAiB, 0COBIMBO Y BUCOKMX 038X MPOTArOM TPUBAIOr0 Yacy, MOX/IMBE BUHUKHEHHSA CUCTEMHUX etheKTiB. Lii sBunwa
Habarato MeHL! IMOBIpHI, HDXX MpW 3aCTOCYyBaHHI NepopasibHUX KOPTUKOCTEPOIAiB (4MB. po3gin «lMlepefo3yBaHHA»). MOXIMBI CUCTEMHI edieKTV BKIHOYAOThb
cvHAPOM KyLUMHIa, KYLUMHIOIAHI 03HaKW, NPUrHIYeHHS! HaAHUPKOBWX 3a/103, 3aTPUMKY POCTY Y AiTei Ta NigNiTKiB, 3MEHLLEHHs MiHepanisaLii KiCTOK, KaTapakTy



Ta rnaykomy, a TakoX pigwe - psg ¢isionoriyHMx Ta NOBeAiHKOBMX e(EKTIB, BK/OYAKUM NCUXOMOTOPHY FiNeppeakTUBHICTb, MOPYLLEHHS CHY, HECMOKii,
Jernpecito Ta arpecito (0co6n1Bo y fAiTeid). TOMY BaXX/IMBO PerynspHO nepernsgatv ctaH nauieHTa Ta 3MeHLyBaTu [03Yy iHranauiiHoro KOpTUKOCTepoigy Ao
MiHIMa/IbHOT e(DEKTUBHOT, LLIO Jae 3MOry KOHTPOHOBATM CUMNTOMY BPOHXia/IbHOT aCTMN.

TpuBane NiKyBaHHA MauieHTIB BUCOKMMU A03aMW HranauiiHMX KOPTUKOCTEPOIAiB MOXE CNPUYMHATM CYnpecito (MYHKUIT HagHWPKOBUX 3a/103 Ta FOCTpuiA
afipeHanoBuii Kpmn3. OnuncaHi NOOANHOKI BUNALKM BUHUKHEHHSA CyNpecii (hyHKLIT HaAHMPKOBMX 3a/103 Ta FOCTPOro afpeHanoBoro Kpu3y npu 3acToCyBaHHI 03
(hnyTrKazoHy nponioHaTy Mixk 500 Mkr Ta 1000 MKr Ha go6y. [1o cuTyauild, Lo MOXYTb MNOTEHLIIHO NPOBOKYBATV FOCTPUIA aapeHaNoBUii KpU3, HaneXaTb TpaBMu,
XipypriyHi BTpyYaHHs, iH(eKuiT abo Oyab-siKe WBMAKE 3MeHLLeHHS Ao3n. CMMNTOMM 3a3BMYald HEYiTKi i MOXYTb BK/KOYATK aHOPEKCIto, Biflb y XXMBOTI, BTpaTy
macw Tina, NigsuLLeHy BTOM/IOBaHICTb, FO0BHUI Biflb, HYAOTY, 6/1H0BaHHA, apTepiaibHy riNoTeH3it0, 3HWKEHWI PiBeHb CBIAOMOCTI, rinornikeMito Ta cyaomu. Y
CTpecoBuiA nepiof abo Mig yac NPOBEAEHHS XipYpriYHOro BTPYYaHHS CMif 3BaXXMTW Ha HEOOXiAHICTb A04ATKOBOr0O NPU3HAYEHHSI CUCTEMHUX KOPTUKOCTEPOIAiB
yepes MOX/NBE YPaXKeHHS (PYHKLIT HaAHMPKOBUX 3a/103.

CuctemHa abcopbLis canbmeTepony Ta (IyTUKa3oHy NPONioHaTy roI0OBHUM YMHOM 3AiCHIOETLCA Yepes3 fiereHi. 3acToCyBaHHA creicepa pasoMm i3 iHransaTopoMm
MOXXe 306i/bLUMTIN [JOCTaBKY npenapaTy [0 NereHis, WO C/ij BpaxoByBaTK, OCKINIbKM MPY LbOMY 36iNbLLYETLCA PU3NK BUHUKHEHHS CUCTEMHUX NOGIYHMX AiiA.
3acTocyBaHHS iHranAUiiHOro (1yTMKasoHy NPonioHaTy MNOBMHHO MiHIMi3yBaT HEOOXIAHICTb NPMIOMY NepopasbHUX CTEPOIAIB, ane y NauieHTiB Npu nepexoai 3
nepopasibHUX CTepoifiB NPOTArOM MEBHOr0 Yacy 3a/MLWAETbCA PUSNK BUHUKHEHHS MOPYLUEHb afpeHasioBoro pesepBy. TOMY TakuMX NauieHTIB cnifg nikyeatu 3
0CO6/IMBOKO YBarok Ta 3 PerynsipHUM KOHTPONeM (YHKUIT KOpY HaHWUPKOBUX 3an03. [lauieHTW, AKi 3aCTOCOBYBa/M BUCOKI [03M KOPTUKOCTEPOIAIB SK
HEeBIAKNaAHY AOMOMOrY Y MUHY/IOMY, TaKOX MarTb Takuil pusnk. MOXXIMBICTb 3a/IMLLKOBOT HEAOCTATHOCTI CAif 3aBXXAW BPaxoBYyBaTU Y BUMaAKax HeBigKnaaHOT
[OMOMOr Ta MOX/IMBMX CTPECOBMX CUTYaLifiX, TaKOX BpaxoByBaTW HEOOXIAHICTb 3aCTOCYBaHHS KOPTUKOCTEPOIAiB (AvB. po3ain «llepefo3yBaHHsA»). [Mepes
NeBHUMM NpoLeaypamy MOXe 3HaA0OUTICA creliaibHa KOHCYNbTalisfi A5 OLIHKM CTYNEHs afpeHaoBoi HeJ0CTaTHOCTI.

BpaxoBytoum MOX/IMBICTb MOPYLUEHHS (YHKLIT HAAHVPKOBUX 3a/103, HEOOXIAHO 3 0CO6MMBOK 00EPEXHICTIO MepPeBOANTM NALEHTIB i3 MepopaibHOT CTepOoiLHOT
Tepanii Ha NikyBaHHA AipTeKOM.

3 NOYaTKOM 3aCTOCYBaHHS iHraALiHOrO (PNyTUKA30HY NPOMiOHATY BigMiHY CUCTEMHOIO NiKyBaHHA He0b6XigHO NPOBOAMTM MOCTYMOBO, NalieHTaM Cnif, BKasatu
Ha HeoOXiHICTb NOCTINHO MaTW i3 COO00 NornepeakKyBabHy CTEPOIAHY KapTy, L0 BKa3ye Ha MOX/IMBY HEOOXIAHICTb OAATKOBOI Tepanii'y CTPecoBiil cutyauii.
3acTocyBaHHS pUTOHaBIPY MOXE 3HAYHO MiABULLMTI KOHLEHTPALLito (hTyTMKA30HY NPONioHaTy y nnias3mi KpoBi. TOMY CyMICHOr0 3aCTOCYBaHHS CNif, YHUKaTK, AKLL0
TiNbKW NOTEHLiHA KOPUCTb HE NEPEBAXAE PU3MK BUHUKHEHHS CUCTEMHUX KOPTUKOCTEPOTAHUX NOBIYHUX Aill. TakoX 36iNbLUYETLCA PUSUK CUCTEMHUX NOBIYHUX
eheKTiB MPU CYMiCHOMY 3aCTOCYBaHHI (P/TyTMKA30HY NMPOMNIOHATY 3 IHWMMK NOTYXXHUMK iHri6iTopamm CY P3A (amB. po3ain «B3aemogist 3 IHLWMMU NiKAPCbKUMM
3acob6amu Ta iHLLi BUAW B3aEMOLIN»).

3a JaHuMy TPUPIYHOTO KNIHIYHOIO AOC/IMKEHHS Y NAUIEHTIB i3 XPOHIYHUMU OBCTPYKTUBHUMM 3axXBOPIOBaHHAMY fereHis (XO3JT1) 6yno BUABMIEHO 36i/bLUEHHS
NnoBiAOM/IEHb MPO IHMEKUIMHI 3aXBOPHOBAHHS HWXKHIX AMXafbHUX LWNAXIB (FOI0BHUM YMHOM MHEBMOHIA Ta GPOHXIT) npu 3acTocyBaHHiI npernapaty AipTek
MOPIBHAHO 3 NNaLe60. Y TPUPIUHOMY A0CNiAKeHHI XBopyx Ha XO3/1 naLieHTy CTapLLIOro BiKy, NaLieHTV 3 HU3LKUM iHAEKCOM MacK Tifa (< 25 Kr/m2) Ta nawieHTy
3 Ly>Xe TAKKMM 3axBoptoBaHHAM (O®PBq <30 % HafeXHOro piBHA) TakKoX Masn GiNbLUMA PUSUK BUHUKHEHHS MHEBMOHIT He3aneXHo Bif NiKyBaHHS, WO 1M

npoBoAunocs. Jlikapi NOBUHHI BPaxoBYBaTN MOX/IMBICTb PO3BUTKY MHEBMOHIT a0 iHLIMX iIHEKLIA HMKHIX ANXanbHUX LWASXIB Y LET KaTeropii XBOpMX, OCKiNbKM
KNiHIYHI CUMNTOMM NMHEBMOHIT Ta 3arocTpeHHs XO3/1 yacTo 36iraroTbca. AKWo Yy xBopuXx Ha XO3J1 BUHMKAE MHEBMOHIS, NiKyBaHHA npenapaTom AipTek chif
nepernsHyTu.

CyMicHe 3aCToCyBaHHS i3 CUCTEMHUM KETOKOHA30/10M CYTTEBO 36i/IbLUYE CUCTEMHY EKCMO3ULIK0 CalbMeTepOsy, WO MOXe NPU3BOAMTU A0 36iNbLUEHHA BUNAAKIB
CUCTEMHUX eqeKTiB (Hanpuknag, MoLOBXeHHs iHTepBany QT Ta MOCWMIEHOro cepuebutTs). TOMY CYMICHOIO 3aCTOCYBaHHSi 3 KETOKOHA30/10M Ta iHLIUMM
noTyXXHuUMK iHribiTopamm CYP3A cniff yHUKaTK, AKLLO NMLIe KOPUCTb Bif, 3aCTOCYBaHHA He Oyze nepeBuLLyBaTW MOTEHLiNHE 30i/bLLUEHHS PU3NKY CUCTEMHMX
noGiYHMX Al Bif NiKyBaHHS ca/lbMeTepPonoM (AMB. Po3Ain «B3aemogisi 3 iHLWMMK NiKapCbKMMKM 3ac06amu Ta iHLLI BUAW B3aEMOAIA»).



[NopyLLUeHHs 30py

MMopyLUeHHA 30py MOXe CnocTepiraTucs npyu CUCTEMHOMY | MiCLEBOMY 3aCTOCYBaHHI KOPTUKOCTEPOIAiB. AKLLO MauieHT Mae Taki CUMMTOMU, K MOPYLUEHHS
YiTKOCTI 30py abo iHLWIi NopyLUeHHSs 30py, MOro BapTo HanpaBMTK 40 OTasibMoora AN OLIHKA MOXMBMX NPUYMH, AKI MOXYTb BK/IHOUATU KaTapakTy, rayKkoMmy
abo Taki pigKiCHI XBOpOOW, AK LeHTpasibHa Cepo3Ha XOPiopeTMHOMNaTis, MPO BUHWKHEHHS AKUX MOBIAOMAANIM MICNA 3aCTOCYBaHHA CUCTEMHUX i MICLEBUX
KOPTMKOCTepOoiaiB.

4iTn

OCo6MBUIA PU3NK BUHUKHEHHSI CUCTEMHUX e(ieKTiB MatoTb AiTW Ta NiANITKM BIKOM A0 16 poKiB, SIKMX NiKYOTb BUCOKUMM A03aMU (hYTMKA30HY MPOnioHaTy
(3a3Buyain =1000 MKr/ao6y). CUCTEMHI etheKTun 3a3BMYall CIPUYMHEHI NiKyBaHHAM NpenapaToM Yy BUCOKMX A03ax NPOTAroM TpMBanoro yacy. MoXxnmei CUCTEMHI
eheKTM BKKOYaOTh CMHAPOM KyLUMHIa, KYLUMHIOI4HI 03HaKW, NPUTHIYeHHS PYHKLIT HAAHMPKOBUX 3a/103, FOCTPUIA KPpU3 HaAHUPKOBWX 3a/103, 3aTPUMKY POCTY Y
AiTeld Ta MigniTKiB, 3MeHLUeHHA MiHepanisauii KiCTOK, KaTapakTy Ta rnaykomy, pifwe MOX/IUBI NCUXIYHI MOPYLUEHHA Ta 3MiHa MOBEAIHKW, BK/IHOYako4m
MCMXOMOTOPHY rinepakTUBHICTb, NOPYLLEHHS CHY, 30y IKeHHS, Aenpecito abo arpecito.

PeKOMEHAYETLCS PErynsipHO KOHTPO/OBATU AUHAMIKY POCTY AiTei, fKi OTPUMYHOTb iHransuinHWiA KOPTMKOCTEPOi4 MNPOTAromM TpuBanoro 4acy. [losa
IHranAUiMHOro KOPTUKOCTEPOiAy MOBUHHA 6YTY 3HVKEHA O HAMHWXKYOT e(heKTUBHOT 4031 415 KOHTPO/IKO 38 CUMNTOMaMmM acTMu.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

BariTHiCTb

JocBif 3acTocyBaHHS caflbMeTeposly KCuHadhoaty Ta (hyTMKa3oHy NpPonioHaTy Yy nepiof BariTHOCTI Ta rogyBaHHS rpyAAto y Ntofein HedocTaTHIl 4ns Toro, Wwob
OLiHUT MOXX/IMBUIA LLKIZMBWIA BNIMB. Y JOCAILAX Ha TBapUHax Nic/iA 3aCTOCyBaHHs ho-aroHicTa i rI0KOKOPTUKOCTEPOTLY BUHUKANM eMOPiOHasIbHI MOPYLLIEHHS.

Mpu3HayeHHa AipTeky Nif Yac BariTHOCTI JOLifbHe NWLLE Y BUNaAKax, KON OYiKyBaHa KOPUCTb ANS MaTepi NepeBuLLye By ab-AKNA MOXNMBUIA PU3MK 4N1S NNOAA.
[na nikyBaHHA BariTHUX NpU3HayaloTb HANHMKYI eDeKTUBHI 4031 (hyTUKA30HY NponioHaTy 419 NiATPUMKM aleKBAaTHOr0 KOHTPO/IHO 33 CUMMTOMaMM acTMK.
Mepiof rogysaHHA rpyaao

JaHnx Wofo KOHUeHTpauil npenapaty y rpygHoOMy MOoLi /II0AnMHY Hemae. lMpu3HaveHHs npenapaty AipTek Mif 4ac roflyBaHHs rpyanto ouinbHe nuie y
BUNafKax, KONy 04iKyBaHa KOPUCTb [/19 MaTepi nepesuLLye 6y b-AKNIA MOXIUBUIA PU3NK 415 AUTUHN.

DEPTUNLHICTb

Hemae faHux Wwo0 BNavBY Ha PePTUNBbHICTb NIIOAUHN.

34aTHICTb BNAMBAT Ha WWBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMU MeXaHiamamu.

He nposoannocsa focnifjkeHb 04O BU3HAYEHHS BNAMBY Npenapaty Ha 34aTHICTb KepyBaTh TPaHCMOPTHMMK 3aco6amMm Ta iHLWIMMKU MexaHi3Mamu, NpoTe 3 ornsay
Ha (hapMaKonoriyHi BNacTMBOCTI 060X Ait0UMX PEYOBMH MOXHA NPUMYCTUTW BIACYTHICTb BNIMBY ab0 Ay)Ke He3HaYHWI BNAMB NPU KepyBaHHI aBTOTPaHCMOPTOM
ab0 po06oTi 3 IHLIMMKU MeXaHi3MaMu.

Cniocib 3acTocyBaHHA Ta A03Mu.

Mpenapat npu3HayYeHNi TiNbKN AN IHrafAaLiiHOro 3acToCyBaHHS.

MawieHTam cnig ycBigoM0BaTH, Wo AipTeK He0bXiHO 3aCTOCOBYBATU PErynispHoO, HaBiTb Y Mepiof BiACYTHOCTI HanagiB 6poHXiaIbHOT aCTMM.

MauieHTam cnif perynspHo npoxoauTn MefnyHe 06CTEXEeHHA A4 Toro, Wwob nigibpaHa 418 HUX [03a 3a1Mwanaca onTUMasibHO eeKTUBHOK, 3MIHIOBATU AKY
MOXe e nikap. [o3y npenapaty cnif TUTPyBaTV L0 MiHIMabHO e(DeKTUBHOI, WO 3abe3rneyye KOHTPO/b 3a CMMNTOMAaMU 3aXBOPKOBAHHA. HKLLO TakKuii
eeKTUBHWIA KOHTPO/b JOCATAETbCA Ha TNi MiHIMa/IbHO e()eKTMBHOI 03K npenaparty Mpu 3acTocyBaHHI 1 2 pa3n Ha [o6y, HaCTYNHWM KPOKOM Moxe 6yTu



repeBefeHHA XBOPOro Ha 3aCTOCyBaHHA OAHOrO IHra/IALIMHOro KOPTMKOCTEPOIdY. AK anbTepHaTUBA /18 NiKyBaHHA NaUieHTiB, AKUM HE0OXi[HO 3aCTOCOBYBaTH bo-

aroHicTn TpuBasioi Aii, 403y npenapaTy AipTeK MOXHa 3MeHLIyBaTn 40 npuitiomy 1 pa3 Ha oy, AKLWO, Ha AyMKY Nikaps, afekBaTHO NigTPYMYBaTV KOHTPO/b 3a
CMNTOMaMM 3aXBOPIOBaHHA. FAKLLO Yy MauieHTa B aHaMHe3i HiYHi Hanagy 6poHXiabHOT acTMK, LK0 04HOPAa3oBY A03Y C/if, 3aCTOCOBYBATU Nepes CHOM, AKLLO B
aHaMHe3i ro/I0BHUM YMHOM CUMMTOMU BUHWKaOTb BAEHb, 403Y C/lif, 3aCTOCOBYBATU BPaHLI.

KinbKicTb thnyTnKa3oHy nponioHaTy B 06paHiin gopmi AipTeKy NMOBMHHA BIAMOBIAaTW TSHXKKOCTI 3axBOptOBaHHSA. MNpuMiTKa: AipTeK Y Ao3i 25 MKr/50 MKr He €
NPUAHATHUM 415 NiKYyBaHHSA OPOC/INX Ta AiTel 3 TAXKOK 6pOHXia/IbHOK acTMOH0.

PeKOMeHZ0BaHI 03K

Jlopocni i giTw BikoM Bif 12 pokiB: 2 iHransayii 25 MKr cafibMeTeposny/50 MK (hyTUKa30HY nponioHaTy 2 pasun Ha fo6y abo 2 iHransauii 25 MKr canbmeTtepony/125
MKI o1y TUKa30HY NponioHaTty 2 pasu Ha fo0by, abo 2 iHranauii 25 Mkr canbmeTepony/250 MK iy TMKa3oHy NponioHaTty 2 pasu Ha fooy.

[iTn Bikom 4-12 pokiB: 2 iHranauii 25 MKr casibMmeTepony i 50 MKr (iyTUKa3oHy nponioHaTy 2 pasu Ha fo6y. MakcumanbHa [o6oBa f03a (h1yTUKa3oHy
nponioHaty cTaHoBUTb 100 MKr 2 pa3u Ha 100y .

Hemae faHVX L0A0 3aCTOCYBaHHSA npenapary AiTAM BIKOM [0 4 POKIB.

L4 nikyBaHHS JOpOCAUX Ta NIANITKIB 3 NOMIPHOK NEPCUCTYHOYOH acTMOLO (LL04060Be BUHUKHEHHSA CMMMNTOMIB, LLOA060BE 3aCTOCYBaHHSA 3ac06iB AN LWBMAKOIO
MOJSIErLEHHA Ta Bif NOMIPHOMO A0 TSXKOro CTyrneHs 06MeXeHHs 06’eMy MoBITPs) AipTeK MOXHa 3aCTOCOBYBATM SIK CTApTOBY MIATPUMYKOYY Tepanito, SKLLO
HeobXigHO AOCArTW LUBMAKOrO KOHTPO/O 3a CMMMNTOMaMK 3aXBOPHOBaHHA. Y TakuMxX BUMagKax npenapaTr peKOMEeHAYETbCA 3aCTOCOBYBaTWU y CTapTOBIN Ao03i: 2
iHranauii 25 mkr canbmeTtepony/50 MKr (nyTUKa3oHy nponioHaTy 2 pasv Ha fo6y. Iicnd AOCArHEHHS KOHTPOK0 3a CMMMATOMamy acTMK Tepanito Cchif
NepernsHyTN Ta BUPIWWUTL MUTaHHS NPO nepeBefeHHs NalieHTa Ha NiKyBaHHSA iHrafsuiiHAM KOPTMKOCTEPOigOM caMOCTiHO. OCKiNIbKM NiKyBaHHS XBOPOro
nepernsfaeTbes, Cif perynspHo NpoBOANTY OLIHKY (PYHKLIIOHa/IbHOTO CTaHy .

Y pasi BiICYTHOCTI 0AHOro abo ABOX KPUTEPITB TSHXKKOCTI YiTKOT nepeBarn 3aCcTocyBaHHS KOMOIHOBaHMX iHranauiiHMX npenapatiB MOPIBHAHO i3 CAMOCTINHUM
3aCTOCYBaHHAM iHrafsLiiHOro (hyTMKasoHy NPOMiOHATy AK CTapTOBOI MIATPMMYOYOI Tepanii He 6yn0 MokasaHo. 3arasioM iHransAuiinHi KOpTUKOCTepoian
3aMLLIA0TLCA NpenapaTamu NepLuoi NiHIT 4na NikyBaHHA 6iNbLLIOCTI nayieHTiB. AipTek He Npu3HaYatoTb A5 MOYaTKOBOIO /liKyBaHHA 6pOHXia/IbHOT aCTMW NErkoro
cTyneHs. AipTeK y A03i 25 MKr/50 MKI He NOKa3aHWi ONs NiKyBaHHA A0POCAMX Ta AiTel 3 TAXKKOK acTMOK. ANs NiKyBaHHSA NaUiEHTIB 3 TSXKKOH acTMOH)
PEKOMEH/YETbCA CNOYaTKy BCTAaHOBUTM BiANOBIAHY 403y iHraNALiiHOro KOPTUKOCTEPOiAy Nepes 3acTocyBaHHAM 0y /ib-AKOT (hikCOBaHOT KOMOiHaLl.

OkpeMi rpynv nauieHTiB: HeMae HeObXiAHOCTI KOpUryBaTu o3y nauieHTam NiTHbOro BiKy Ta XBOPWUM i3 NaTOMOriet HAPOK abo NeYiHKK.

IHCTPYKLUIT 3 BUKOPUCTAHHS iHransgTopa

MepeBipKa iHrangTopa

Mepen KOXKHMM 3aCTOCYBAHHAM IHFaNAToOP CAif CTPYCHYTW.

Mepep nepLunm 3acToCyBaHHAM ab0 AKLLO OCTaHHE 3acTOCYBaHHA 6yno 6inblle 2 AHIB TOMY, HE0OXiJHO MPOBECTU MepeBipKy iHranaTopa. 414 uboro NpoBoAsaTb
1-2 po3nNuUIeHHs y NOBITPS, 06 NEepeKoHaTMCS Y MOro NpaBusbHIA Po6OTi.

KopucTyBaHHs iHraisTopom

1. 3HIMIiTb 3aXVMCHWUIA KOBMA4OK i3 MyHALWTYKa. Mpu UbOMY MYHALITYK MOBUHEH 3a/MLLATUCA LWINbHO NPUKPINJEHUM [0 altOMiHIEBOrO KOHTeMHepa. FAKLLO
IHranaTop 36epiraBcs 6e3 3aXMCHOro KoBMayka, HeobXiAHO NepeBipUTU MyHALITYK Ha NpeaMeT 3a6pyAHEHHS.

2. Bi3bMiTb iHranaTop y pyky BepTvKa/lbHO MyHALLTYKOM BHU3 TakK, LLLOG BE/IMKWIA Naselp NigTPUMYBaB iHransaTop 3HU3Y, a BKa3iBHWIN ab0 BKa3iBHUIA Ta CepeHil
— 3BEpXY.

3. 3p06iTb MaKCUMasIbHO FMNBGOKWIA BUAMX | Bi3bMiTb MyHALUTYK Y POT MidK 3y6amu i LLiNbHO OXOMiTh Oro ry6amm, He NpUKYLLYHOYK.



4. 3nerka HaxuniTb rofoBY Ha3aj i NOBIMbHO MOYMHaKTe BAMX Yepe3 POT, OAHOYACHO HAaTUCKAKUM Ha BepXiBKY iHransatopa. MpofLoBXyWTe NOBiNbHO i rM60Ko
BAMXaTW. 1 HaTUCKaHHS Ha iHranaTop Bignosigae 1 Aosi.

5. 3aTpumaiiTe gMxaHHS Ha Kinbka cekyHA. Bigsefite MyHALWTYK Bif poTa, MPOAOBXYHOUM 3aTPUMYBATU ANXaHHS HACTINIbKW, HACKINbKK Lie MOXMBO. IMOoBiNbHO
BUANXHITb.

6. AKLLO0 HeOOXiHO BUKOHATM NoAanbLUi PO3MNWUIEHHS, 3a4eKaniTe NPU6AN3HO 1 XBUAMHY, TPMMAKOUN iHransaTop BepTUKaIbHO. [icns UbOoro po3noYHiTh iHransayito
3 NYHKTY 3.

7. IMicnsa BUKOPUCTaHHSA HEOOXIAHO 3aKPUTU MYHALUTYK 3aXMCHUM KOBMaYKOoM.

MpumiTKa

[icnsa KOXHOT iHransauii peKoMeHAyeTbCA NPONOAOCKaTH POT i FOp/o BOLO. Lle 0MoMOoyKe 3HU3UTK CyXiCTb, MOB’A3aHy 3 NPMInOMOM npenapary.

Mepwi KinbKa iHransayiin peKoMeHLYeTbCA NPOBOAUTI, KOHTPONIOKOUM cebe nepes A3epKanoM. AKwo Bu 6aumnTe, WO Bif6yBaeTLCA BUTIKAHHA Npenaparty Yepes poT
ab0 3 0TBOPY MiXK MYH/LUTYKOM i a/IlOMiHIEBUM KOHTENHEPOM, Lie CBIAYMTb NPO HEMPaBWUbHY TEXHIKY IHransuii.

MpoBeaeHHs IHranauini 4iTbMy NOTPIGHO 34iMCHIOBATM Mifg HarNsA0M 40pOC/oro.

OunLLeHHs iHrangTopa

IHranaTop cnig YACTUTU MIHIMYM OZMH pa3 Ha TUXKEHb.

1. O6epeXKHO BUAMITb afIlOMiHIEBMIA 6aNOHUMK i3 NIACTUKOBOIo Dy TNApa. 3HIMITb 3aXMCHUIA KOBMAYOK i3 MyHALLTYKA.

2. MpomuniATe NNacTUKOBUIA PYTNAP | 3aXMCHNIA KOBMNAYOK TEM/0K NPOTOYHOK BOAOK. He fonyckanTe nonagaHHA BOAW Ha antoMiHIEBMIA BaNlOHYMK.
3. PeTe/IbHO MpOTPITh 30BHILLHIO Ta BHYTPILUHIO MOBEPXHIO KOBMayka MyHZLUTYKA Ta NIaCTUKOBUIA (DY TSP YACTOH CYXOH CEPBETKOIO.

4. 36epiTb iHranaTop.

aiTn.
Hemae AOCTaTHbOro KNiHIYHOrO AOCBiAY WOAO 3aCTOCYyBaHHSA MpenapaTy AiTSM BIKOM A0 4 pokKiB, TOMY IOro He Cif 3aCcTOCOBYBaTW NaliieHTaM L€l BiKOBOI
KaTeropii.

Nepepo3yBaHHA.

OsHaky | CUMNTOMU, AKI MOXXHa OYiKyBaTV Mpy nepefo3yBaHHI Ca/lbMETEPOsY, TUMOBI ANA HAAMIPHOI CTUMYNALIT Bo-aroHiCTaMu, BKIHOYAKOTH 3anaMOpPOYeHHs,
TPeMop, FOMNOBHUI Ginb, Taxikaphito, MigBULLEHHA CUCTOMIYHOrO apTepiaslbHOro TUCKY. AKWO NiKyBaHHA npenapaToM Heo6XiAHO NPUMUHWUTK Y pe3ynbTari
nepefo3yBaHHA bo-aroHicTa, L0 BXOAWTb [0 CKMafy npenapaty, Cnif npu3HadvTy BIAMNOBIAHY 3aMiCHY CTepoiaHy Tepanito. [l04aTKOBO MOXe BUHUKHYTK

rirnokaiemis, ToMy Cfif KOHTPO/OBATU PiBEHb Kaslito y CUPOBATLLi KPOBI Ta 3BXKMUTN Ha HEOOXIAHICTb 3aMiCHOT Tepanii Kaiem.

"ocTpe nepeso3yBaHHS

IHranauia nyTrMkKasoHy NpornioHaty y [03ax, WO MepeBuLLyOTb PEKOMEH0BaHI, MOXe CNPUUYUHATI TUMYacoBY CYNpecito PYHKLIT Ha4HUPKOBUX 3a103. Lle He
noTpebye HeBiAKNaAHMX 3aX0fiB, OCKINIbKM (DYHKLiA HAAHUPKOBMX 3a/103 BIAHOB/HOETLCA Yepes KiflbKa AHIB, WO MOXKe 6yTN NepeBipeHo BU3HAYEHHAM KOPTU30/Y Y
nnasmi Kposi.

XPOHiyHe nepeso3yBaHHS

€ PU3NK BUHUKHEHHS cynpecii (hyHKLIT HAAHUPKOBKX 337103 MPW 3aCTOCYBaHHI BULLMX 3a 3aTBEPAPKEHI 03U NiIKapCbKOro 3acoby NpoTAroM TPUBA/IOro Yacy.

[y>xe pifiKo NOBIAOM/ISNM MPO rOCTPi afpeHasioBi Kpn3un, WO TPanssamca rofoBHAM YAHOM Y [iTeld, AKMM 3aCTOCOBYBa/Iv [JO3W, BULLi 3a PEKOMeHA0BaHi, MPOTArom



TpUBA/IOro Yacy (fekinbka Micawis abo pokis). Mpu LpoMy cnocTepiranm rinornikeMito, Wo nos’s3aHa i3 CrnyTaHiCTIO CBIZOMOCTI Ta KOHBY bCIAMW. [10 cuTyauii,
L0 NOTEHUIMHO MOXYTb MPOBOKYBATWN FOCTPUIA afpeHaioBUIA KP3, HaNleXaTb TpaBMa, XipypriyHe BTpyYaHHs, iH(eKUis Ta Oy[b-AKe WBUAKE 3HMKEHHS 403U
iHranAuiHoro ayT1KasoHy NponioHary.

PeKOMeHAY€ETbCA NPOBOAUTU KOHTPO/Ib Pe3epBHOT (DYHKLIT KOPU HALHUPKOBUX 3a/103. Y BUNaAKy Mepefo3yBaHHA (PyTUKa30HY NPOMioHaTy MpW 3aCTOCYBaHHI
npenapaty AipTek Tepanito MOXKHa NPOA0BXYBaTW Y BIAMOBIAHWX f03aX, L0 3a6e3MedyroTb KOHTPO/b CUMNTOMIB.

CneundivyHoro nikyBaHHsA nepeao3yBaHHA ca/lbMeTeposy Ta (1yTUKa3oHY MPonioHaTy Hemae, Heob6XigHO 3aCTOCOBYBATW NIATPUMYHOUY Tepanito i3 KOHTPOsIeM 3a
CTaHOM MavjieHTa.

Mo6iyHI peakuii.

OckKinbkn AipTeK MICTUTb Ca/lbMeTepo Ta (PyTUKA30HY MPOMioHaT, MOXHa 04iKyBaTh NOBGIYHMX peakLiil TUMIB Ta CTYNEeHs TSHXKKOCTI, XapaKTEPHUX 415 KOXKHOro
KOMMOHeHTa. [JoAaTKoBI N06ivHi etheKTn Npy 0gHOYACHOMY 3aCTOCYBaHHI BOX KOMIMOHEHTIB HE CMOCTepiralTbCs.

MoGiyHI AiT, WO CNPUUYNHAIOTLCA 3aCTOCYBaHHAM Ca/lbMeTepony/(nyTUKa3oHy nponioHaTy, HaBeAeHi HKYe Ta KnacudgikoBaHi 3a opraHamy i cucteMamm Ta 3a
4aCTOTOH BUHMKHEHHS. YacToTa BU3HadeHa AK gy»e yacto (= 1/10), yacto (= /100 Ta < 1/10), HeuvacTo (=1/1000 Ta < 1/100), pigko (=1/10000 Ta <1/1000) Ta
yacToTa HeBigoMa (He MoXxe ByTu MigpaxoBaHa, BUXOAAUN 3 HAABHUX AaHUX).

OpraHu Ta cuctemm MobiyuHa fis UacToTa
IHeKUiT Ta iHBa3IT KaHngunzaos pota i ropna Yacto
KaHangos ctpasoxogy Pigko
[MHeBMOHIA YacTo
BpoHxiT Yacto
3 60Ky IMyHHOT cucTeMu PeakuiT nigBULLEHOT YyT/IMBOCTI:
LUKIPHI peakuii NifBWLLEHOT YyTANBOCTI, HeyvacTo
BUCUNaHHS,
aHrioHeBPOTUYHMIA HAGPSAK (rONM0BHUM Pigko
YMHOM 06/1M4YS Ta POTOrI0TKN),
pecnipaTopHi CMMMTOMMN Heuvacto
(3aguwka),
pecnipaTopHi cumnTomn (6poHxocnasm), Pigko
aHaiNakTUYHI peakLiii, BK/IoYaun
aHaiNaKTUYHWIA LWOK Pigko
3 6OKY eHOKPUHHOI cuctemn | CUHAPOM KywwHra, KYLUWMHIoigHi | Pigko
CUMIMTOMMU, MPUrHIYEHHS YHKLIT
HagHVMPKOBUX 3a/103, 3aTpMMKa poCTy Yy
AiTein Ta NigNiTKIB, 3HWKEHHSA MiHepanisaLii
KICTOK
MeTaboniaMm Ta MopyLUeHHs | inokaniemis YacTto
TpaBneHHs linepraikemis HeyvacTo
3 6OKY TpaBHOI CUCTEMM [wvcnencis, HygoTa [y>xe pigko




McuxiyHI nopyLleHHs HepBo3HiCTb Heuvacto

be3coHHs Pigko
Hecnokiii, NopyLUeHHs CHY HeuacTto
3MiHu noBesiHKN, BK/tOYaroun | Pigko
rinepakTUBHICTb Ta 30ymMKeHHS (MepeBaXKHO
y Aitein)
[Jenpecis, arpecia (nepeBaHO y fiTel) YacTtoTa HeBifoma
3 60Ky HepBOBOT CUCTEMY "0NOBHWUI 6iNb Ly>xe yacTo
Tpemop HeuacTto
3 60Ky opraHis 30py KartapakTa Heuvacto
I"naykoma Pigko
MMopyLUEeHHS YIiTKOCTI 30py YacTtoTa HeBifoma
3 60Ky cepus MocuneHHe cepuebunTTs HeuacTto
Taxikapgist Heuvacto
CepueBa apuTmis (BKNHOYarOUn Pigko

CYMNpaBeHTPUKY/IAPHY TaxikapAito Ta
eKCTPacucToito)

dibpunauia nepeacepab Heuvacto
CreHokapgis Heuvacto
3 60Ky AMXanbHOT CUCTEMU HazodapuHrit [yXe yacTo
MogpasHeHHA ropna YacTo
3axpvnnicTtb ronocy/guctoHis Yacto
CuHycut YacTto
MapagokcanbHNUIA 6poHX0CNasM Pigko
3 6OKy LWKipn Ta NiAWKIpHOT | KOHTY3IT Yacto
TKaHVHU CuHui Yacto
3 0OKy CKeneTHO-M’5130BOI | M’A30Bi cna3mu YacTto
cucTeMn  Ta  CMoOMyYHUX | TpaBmaTWyHi NepenomMm YacTo
TKaHWH ApTpanris YacTo
Mianris Yacto
3arasibHi NMopyLLUEHHS HecneuudiuHuii 6inb y rpygax Pigko

onuc aesknx NoGiYHUX Ail

Mosigomnanu nNpo apMakonorivHi No6iuHi eekTy NiKyBaHHS Bo-aroHicTaMu, Taki AK Tpemop, Cy6’eKTUBHE BIAUYTTS CepLebuTTs, rofoBHUIA 6iflb, NPOTe BOHU
3a3BMYall MUHYI | 3MEHLLYOTHCA NPU PerynspHOMY 3aCTOCYBaHH.

FAK | Npy 3aCTOCYBaHHI HLINX HranAWiMHUX npenapaTis, Nicna iHranauii MoXe BUHWKHYTU NapajoKca/lbHUiA BpoHX0Cnasm 3i CTPIMKMM MOCUNEHHAM CyXUX
XpWniB Ta 3a4uMLLKK. [MNapagokcansHUiA 6poHX0cna3M NigLaeTbCs NiKyBaHHIO LWBUAKOAIKOUMMY 6pOHXOAMNATaTOpaMu, NikyBaHHA He0bXiAHO po3noyaTtu Bigpasy. B



Takux Bunagkax AipTek cnif HeraHo BiAMIHWUTY, NaLieHTa 0OCTEXMTY Ta Yy pasi NOTpedu NpU3HaYNTUN aNbTepHATUBHY Teparito.

3aBaAKM BMICTY (byTUKa30HY NponioHaTy Yy CKnadi npenaparty y AesKUX NauieHTIB CrocTepiratoTbCs 3axXpuniicTb ronocy Ta KaHAMA03 poTa i ropna, a Takox
piKo — cTpaBoxody. YacTtoTa nposBiB 3axXpunnocTi Ta KaH4MA03Y MOXe OyTW 3MeHLUeHa MOSIOCKaHHAM poTa Ta ropsa BOAOH Ta/abo uuileHHsM 3y6iB nicns
3acTOCyBaHHS iHranatopa. CUMNTOMaTUYHUIA KaHAMLO3 MOXKHA NiKyBaTW MiCLLEBUMU MPOTUIPUOKOBUMU NpenapaTamu, He NPUMNUHSAKOYM NPU LLbOMY 3aCTOCYBaHHS
npenapary AipTek.

Y piTeld Ta NigNITKIB MOX/IMBI CUCTEMHI e()eKTU, BK/IOYaouM CUHAPOM KyLunHra, KyLUMHIOIAHI 03HaKWU, NPUrHIYeHHA HaHUPKOBMX 3a/103, 3aTPUMKY poCTy. Y
[iTe MOXe TaKOX BUHMKATW TPMUBOTa, NMOPYLLUEHHS CHY Ta 3MiHa MOBEAIHKW, BK/IHOYAKOUM FNePaKTUBHICTb Ta 30YKEHHS.

TepMiH NpUAaTHOCTI.
2 POKMW.

YMoBM 36epiraHHs.

36epiratv npu Temnepatypi He Bue 30 C. He 3amMopoXXyBaTy.
36epiratv y HelOCTYMHOMY A1 AiTeN MicCLi.

YnakoBKa.
Mo 120 f03 B a/1tOMiHIEBOMY KOHTEMHEpI 3 J03YHOUMM KNarnaHoM i po3nutoHY00 HaCa4KOo Ta 3aXMCHUM KOBMAYKOM,y KapTOHHI KOpooL,i.

KaTeropis Bignycky.
3a peuenTom.

BupobHuK.
I"neHmapk ®apmacbtoTukans J1ta./Glenmark Pharmaceuticals Ltd.

Micue3HaxomMkeHHSA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
bnok 111, ceno KiwaHnypa, bagai-Hanarapx Poyga, Texcin baggai, p-H ConaH, X.I1. 173 205, IHAis/
Unit 111, Village Kishanpura, Baddi-Naagarh Road, Tehsi| Baddi, Distt. Solan (H.P.) 173 205, India.



